Appl. No. 10/816,551 PATENT 
Reply to Office Action of November 18, 2008 

REMARKS 

Reconsideration is respectfully requested. 

This Amendment and Response is submitted in response to the Office Action mailed on 
November 18, 2008, setting forth a shortened three-month statutory period for reply. In the 
Office Action claims 1-9, 1 1-14, and 23-40 are pending and claims 1-17, 19, and 20 have been 
rejected. This Amendment and Response constitutes Applicants' response to the Office Action. 

Status of the Claims 

Claims 10 and 15-22 were previously cancelled. Claims 3, 23-27, 29-36, and 38-40 are 
currently cancelled. Claims 5, 8, 1 1, and 13 are currently amended. Upon entry of this 
Amendment and Response, claims 1, 2, 4-9, 11-14, 28, and 37 will be pending. 

Applicants have not publicly dedicated or abandoned any unclaimed subject matter, and 
have not acquiesced to any rejections made by the Office in the Office action. Applicants 
reserve the right to pursue prosecution of any presently or previously excluded or cancelled 
claim embodiments in one or more future continuation and/or divisional applications. 

Amendments to Claims 

The dependencies of claims 5, 8, and 11 have been amended in view of the cancellation 
of claims 24-26. 

Claim 13 has been amended by replacing the word "prodrug" with "l-{[(a- 
isobutanoyloxyethoxy)carbonyl]aminomethyl}-l-cyclohexane acetic acid" to establish an 
antecedent basis to the claims from which claim 13 depends. 

Thus, the amendments to the claims are fully supported by the specification as originally 
filed and add no new matter. 

Examiner Interview Summary 

Applicants wish to thank the Examiner for speaking with Applicants' representatives via 
telephone on February 5, 2009. During this discussion, the pending Office Action was 
discussed. 



7 



Appl. No. 10/816,551 

Reply to Office Action of November 18, 2008 



PATENT 



Claim Rejections - 35 U.S.C. § 103(a) (Office Action pages 7-8) 

Previous claims 1-17, 19, and 20 stand rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Guttuso, US 6,310,098 Bl, in view of R&D Focus Drug News, December 9, 
2002. Applicants traverse. Claims 3, 10, 15-17, 19 and 20 have been cancelled, rendering this 
rejection moot as it applies to those claims. 

To establish prima facie obviousness of a claimed invention, all of the claim limitations 
must be taught or suggested by the prior art. In re Royka, 490 F.2d 981, 180 USPQ 580 (CCPA 
1974). "All words in a claim must be considered in judging the patentability of that claim 
against the prior art." MPEP § 2143.03, p. 2100-142, Rev. 6, Sept. 2007 (citing In re Wilson, 
424 F.2d 1382, 1385, 165 USPQ 494, 496 (CCPA 1970)). "When evaluating claims for 
obviousness under 35 U.S.C. 103, all the limitations of the claims must be considered and given 
weight . . ." Id. (citing Ex parte Grasselli, 231 USPQ 393 (Bd. App. 1983) affd mem. 738 F.2d 
453 (Fed. Cir. 1984)). If an independent claim is nonobvious under 35 U.S.C. § 103, then any 
claim depending therefrom is also nonobvious. Id. (citing In re Fine, 837 F.2d 1071, 5 USPQ2d 
1596 (Fed. Cir. 1988)). A claimed invention is unpatentable if the differences between it and the 
cited references "are such that the subject matter as a whole would have been obvious at the time 
the invention was made to a person having ordinary skill in the art." 35 U.S.C. § 103(a). "For a 
chemical compound, a prima facie case of obviousness requires 'structural similarity between 
claimed and prior art subject matter . . . where the prior art gives reason or motivation to make 
the claimed compositions.'" Yamanouchi Pharmaceutical Co., Ltd. V. Danbury Pharmacol, Inc., 
231 F.3d 1339, 1343 (Fed. Cir. 2000), quoting In re Dillon, 919 F.2d 688, 692 (Fed. Cir 1990) 
(en banc). 

The Examiner alleges that Guttuso discloses methods of treating hot flashes comprising 
administering gabapentin in a male or female. The Examiner further alleges that R&D Focus 
Drug News discloses Gabapentin XP (also known as gabapentin enacarbil and l-[[[l-(2-methyl- 
l-oxopropoxy)ethoxy)carbonyl]amino]methyl]-cyclohexane acetic acid (CA Index Name)). The 
Examiner concludes that because "gabapentin enacarbil demonstrated dose-proportional blood 
levels of active gabapentin, following oral administration and it is better absorbed into the colon 
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than gabapentin itself. . . [i]t would have been obvious to one of ordinary skill in the art to 
employ Gabapentin XP for the treatment of hot flashes in men or women." The Examiner 
further cites STN Registry No. 478296-72-9, entered January 7, 2003, as allegedly associating 
the chemical name l-[[[l-(2-methyl-l-oxopropoxy)ethoxy)carbonyl]amino]methyl]-cyclohexane 
acetic acid and the corresponding chemical structure with "Gabapentin enacarbil". 

Obviousness cannot be predicated on what is not known at the time an invention is made, 
even if the inherency of a certain feature is later established. MPEP § 2141.02 V, p. 2100-125, 
Rev. 6, Sept. 2007, citing In reRijckaert, 9 ¥.26. 1531, 28 USPQ2d 1955 (Fed. Cir. 1993). The 
pending claims recite l-{[(a-isobutanoyloxyethoxy)carbonyl]-aminomethyl}-l-cyclohexane 
acetic acid. In the present case, the report in R&D Focus Drug News dated December 9, 2002 
(the "Report") did not disclose the chemical structure of Gabapentin XP. Instead, the Report 
discloses that "Gabapentin XP, a prodrug of gabapentin, is undergoing preclinical evaluation 
with XenoPort." The text of the Report does not disclose the chemical structure of "Gabapentin 
XP" or associate the "Gabapentin XP" compound with any chemical name or other identifier that 
would enable one skilled in the art to determine the chemical structure of the compound. 

As of March 31, 2003, the earliest priority date of the instant application, the name 
"Gabapentin enacarbil" had not been included in the STN Database. According to a CAS 
representative, the name "Gabapentin enacarbil" was not added to the STN Database until April 
2, 2006, and the name "XP13512" was not added until November 12, 2008. Therefore, although 
the STN Database indexing the Report, as accessed in EVISWORLD in 2008, does associate 
"Gabapentin XP" with XP13512 and "Gabapentin enacarbil", this information was not publicly 
available at the time of the first entry in December 2002. It is well known that the STN Database 
is updated regularly to include new information relating to a listed compound as it becomes 
available. As this new information is added, however, the date of the first STN Database entry is 
not updated or changed. Thus, all entries in the database were not necessarily entered at the time 
the first entry was made. 

Therefore, as of March 31, 2003, the priority date of the instant application, the only 
information available to one skilled in the art was: 1) the Report stating that "Gabapentin XP" 
was being evaluated by XenoPort; and 2) the STN Registry, which only included the chemical 
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name "Cyclohexaneacetic acid, l-[[[[l-(2-methyl-l- 

oxypropoxy)ethoxy]carbonyl]amino]methyl]-" and the corresponding structure. There was no 
publicly available information linking the two together. Therefore, as of March 31, 2003, it was 
not possible for anyone to read the Report and recognize that the structure and name disclosed in 
the STN Registry was Gabapentin XP. Without knowing the chemical structure of "Gabapentin 
XP," the skilled artisan would not be able to apply the requisite factual inquiries for an 
obviousness analysis as set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), as it would not be possible for such a person to compare Gabapentin XP with l-{[(a- 
isobutanoyloxyethoxy)carbonyl]aminomethyl}-l-cyclohexane acetic acid. Therefore, the 
alleged obviousness of the rejected claims cannot be predicated on the R&D Focus Drug News 
entry on December 9, 2002, which does not provide sufficient information to disclose l-{[(a- 
isobutanoyloxyethoxy)carbonyl]aminomethyl}-l-cyclohexane acetic acid, either alone or in 
combination with any publicly available knowledge. 

Guttuso fails to overcome the deficiencies of the R&D Focus Drug News entry dated 
December 9, 2002, as Guttuso merely discloses treating hot flashes by administering gabapentin 
to a subject and does not disclose l-{[(a-isobutanoyloxyethoxy)carbonyl]aminomethyl}-l- 
cyclohexane acetic acid. The Examiner has therefore failed to establish a prima facie case of 
obviousness. 

In view of the foregoing, Applicants request the withdrawal of the rejection of previous 
claims 1-17, 19, and 20 as obvious under 35 U.S.C. § 103(a) over Guttuso in view of R&D 
Focus Drug News. 

CONCLUSION 

In view of the foregoing amendments and remarks, Applicants respectfully submit that 
the claims are not obvious under 35 U.S.C. § 103(a) over the cited art. Applicants therefore 
respectfully request the Examiner's reconsideration of the application and the timely allowance 
of the claims. 

This Amendment and Response is being filed concurrently with a request for a three- 
month extension of time, a request for continued examination, and the requisite fees. Applicants 
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believe that no additional fees or petitions are due with this filing. However, should any such 
fees or petitions be required, the Commissioner is authorized to charge such fees to Dorsey & 
Whitney LLP Deposit Account No. 04-1415. 

If the Examiner believes a telephone conference would expedite prosecution of this 
application, please telephone the undersigned at 303-629-3400. 

Respectfully submitted, 
DORSEY & WHITNEY LLP 



Date: May 18, 2009 




David L. Walker 
Reg. No. 53,735 



Dorsey & Whitney LLP 

Republic Plaza Building 

370 Seventeenth Street, Suite 4700 

Denver, Colorado 80202-5647 

Tel: 303-629-3400 

Fax: 303-629-3450 



4847-2422-9123U 
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